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Docket No.: 085523-0381 114 



REMARKS 

The undersigned thanks Examiner Deo for the courtesies extended during the in- 
person interview along with inventor Christian Thonhauser at the USPTO on March 10, 
201 1 . The content of the interview is discussed below. 

Applicants respectfully request reconsideration of the present Application in view 
of the foregoing amendments and in view of the reasons that follow. 

Claims 1, 31 and 34 further recite "wherein concentrations of ingredients are 
such that the agent is pH buffered and storage-stable in liquid form." Support for the 
amendments is found in U.S. Publication No. 20070102665 (which is the publication of 
the present specification) in paragraph [0009], which states that the claimed agent "in 
addition to the water-soluble permanganate, it comprises a further oxidation agent, 
whose oxidation potential is above that of manganese VII to manganese VI, pH buffer 
substances, preferably primary and/or secondary alkali carbonates, as well as 
oxidation-resistant polyphosphates. With the aid of this formulation it is possible to 
provide a storage-stable agent in liquid form ." [Emphasis added.] New claims 46-54 
are copied from U.S. Patent No. 7,867,339. Support for these claims is provided below 
in a chart mapping the claims and the support. New claims 55-57 recite the claimed 
agent or aqueous solution containing the agent is configured to monitor color change. 
This limitation is supported by paragraph [0020] Example 1 of U.S. Publication No. 
20070102665. No new matter has been added. 

Claims rejections under 35 U.S.C. § 103 

The outstanding Official Action has rejected claims 1-5, 19, 20, 30-36, and 43 
under 35 U.S.C. § 103 as allegedly being unpatentable over AT408987B (hereinafter 
AT), and further in view of RU 2191163 C1 (hereinafter RU). 
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The outstanding Office Action has rejected claims 6, 7, 30, and 39-42 under 35 
U.S.C. § 103 as allegedly being unpatentable over AT/RU as applied to claims 1 and 9, 
and further in view of Wegner (U.S. Patent Publication No. 2003/0151024). 

The outstanding Official Action has rejected claims 9-11, 13-15, 18, 22-29, 37, 
38, 44, and 45 under 35 U.S.C. § 103 as allegedly being unpatentable over AT/RU as 
applied to claims 1 and 34 above, and further in view of admitted prior art. 

These rejections are respectfully traversed. 

During the interview, the Examiner asked Applicants to explain the deficiencies of 
AT and RU references as applied to the present invention. Applicants respectfully 
explained that the composition of AT is not pH buffered as it contains a large amount of 
NaOH. Therefore, the composition of AT is not storage-stable. Applicants also 
explained that the composition of RU contains organic matters (see abstract of RU) 
such that the permanganate would change color as and when the composition of RU is 
made. Therefore, the composition of RU would not function as an agent for monitoring 
the cleanliness of a plant by changing color upon reaction with organic substances in 
the plant. In short, irrespective of whether a person of ordinary skill would start with the 
composition of AT and combine with RU or start with the composition of RU and 
combine with AT, one would not arrive at the claimed agent "wherein concentrations of 
ingredients are such that the agent is pH buffered and storage-stable in liquid form" as 
recited in independent claims 1, 31 and 34. 

The Examiner agreed that the proposed amendment would overcome the prior 
art rejections, but he said that he needs to consult with his SPE. 
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Declaration 

The outstanding Official Action indicates that the Declaration by co-inventor, 
Christian Thonhauser, filed February 2, 201 1 , is found to be unpersuasive for the 
alleged reasons cited therein. 

During the interview, the undersigned asked the Examiner why he thought that 
the showing in the Declaration of February 2, 201 1 , was not commensurate with the 
scope of claims 1 , 31 and 34. The Examiner said that he thought that the Declaration 
was not commensurate with the scope of claims 1 , 31 and 34 as these claims did not 
state the concentrations of the ingredients that would allow the agent to be pH buffered 
and storage-stable in liquid form. The Examiner said that the proposed amendment to 
claims 1 , 31 and 34 that the "concentrations of ingredients are such that the agent is pH 
buffered and storage-stable in liquid form" should overcome the objection that the 
Declaration of February 2, 201 1 , was not commensurate with the scope of claims 1 , 31 
and 34. 

Finally, with respect to the Examiner's objection "that composition 1 [in the 
Declaration of February 2, 201 1 , which is the comparative composition by combining AT 
and RU] is storage-stable for sometimes before changing color" Applicants explained 
that the term "storage-stable" has an art recognized definition. As per the art 
recognized test of "storage-stable" as used by Applicants, the agent should be storage 
stable for at 40°C for 4 weeks of storage. As shown in the Declaration of February 2, 
201 1 , composition 1 was not storage-stable while composition 2, an embodiment of the 
claimed agent, was indeed storage-stable. The Examiner suggested that Applicants 
should provide the art recognized definitions of the terms "pH buffer" and "storage- 
stable" such that the scope of claims 1, 31 and 34 are confined to agents "wherein 
concentrations of ingredients are such that the agent is pH buffered and storage-stable 
in liquid form." Applicants agreed. 
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As per OECD GUIDELINE FOR TESTING OF CHEMICALS, adopted 12 May 
1981 (attached herewith), the accelerated storage test for a chemical to be storage- 
stable (i.e., stability) in air "calls for the controlled storage at 54°C to 55°C for 14 days 
and subsequent analysis." See page 3, paragraph under "Accelerated storage test" in 
the attached OECD GUIDELINE FOR TESTING OF CHEMICALS. Alternatively, 
Applicants explained to the Examiner during the interview that one could do a storage 
test at a slightly lower temperature than 54°C to 55°C, i.e., at 40°C for a longer period 
than 14 days, i.e., 28 days, as was done in the tests shown in the Declaration of 
February 2, 201 1 . 

The term "pH buffer" is generally referred in the art as either "chemical buffer" or 
"buffer solution." "In general, chemical buffers are systems which, once constituted, 
tend to resist further change due to external influences." McGraw-Hill Encyclopedia of 
Science and Technology, Vol. 2. page 475 (1982). "A buffer solution is one which 
resists changes in pH when small quantities of an acid or an alkali are added to it." 
http://wwwxhemguide.co.uk/physical/acidbaseeqia/buffers.html 

Finally, to completely address the objections raised by the Examiner regarding 
the Declaration of February 2, 201 1 , the undersigned asked the Examiner during the 
interview if Applicants should submit a supplementary declaration with any additional 
evidence to show that the objective evidence of nonobviousness is commensurate in 
scope with the claims. The Examiner said that Applicants do not need to provide any 
additional evidence once claims 1, 31 and 34 have been amended as herein, and the 
art recognized meanings of the terms "pH buffer" and "storage-stable" are provided by 
Applicants as done herein. 

In light of the Examiner's interview and the present Amendment, Applicants 
respectfully submit that claims 1 , 31 and 34, and claims dependent from them should 
now be allowed. 
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Interference 



During the interview, Applicants also discussed about copying claims from U.S. 
Patent No. 7,867,339 (Fischer), which was granted on January 1 1 , 201 1 , such that the 
Examiner might go ahead and declare an interference. New claims 46-54 are the same 
as claims 1-9 of Fischer. Support for new claims 46-54, which are claims 1-9 of 
Fischer, is found in U.S. Publication No. 20070102665 as follows: 



United States Patent 


United States Patent Application Publication 


US 7,867,339 B2 


US 2007/0102665 A1 


Fischer 


Thonhauser 


Title: Process for cleaning an 
installation 


Title: Cleaning, disinfection and indicator agent 






Claim 1: (numbered as per 
Fischer) 




A process for the cleaning of an 
installation ... 


Claim 9: A method for cleaning, disinfecting, and 
monitoring the cleanliness of commercial and 
industrial plants or plant 
components 


... rinsing the installation with an 
alkaline cleaning solution ... 


Claim 9: ... in aqueous solution with an agent for 
ensuring an alkaline milieu having a pH value of at 
least II, preferably at least 12 ... 


... testing the ... final cleaning result 
by using an indicator agent on the 
basis of permanganate in an 
alkaline environment 


Claim 9: ... comprising a water-soluble 
permanganate, 

... combined in aqueous solution with an agent for 
ensuring an alkaline milieu having a pH value of at 
least II, preferably at 
least 12 ... 




Claim 16: A use of a solution made of a cleaning, 
disinfection, 

and indicator agent comprising a water-soluble 
permanganate ... and an agent for ensuring an 
alkaline milieu having a pH value of at least 1 1 , 
preferably at least 12, as an indicator solution for 
ascertaining the cleanliness of commercial and 
industrial plants or plant components 
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... subsequently introducing the 
indicator agent that is used as an 
indicator into the alkaline cleaning 
solution for further use as a 
cleaning agent in a subsequent 
cleaning step. 


[0053] ... an alkaline starting solution is provided in 
a tank from which a flow through the plant may be 
produced. During the circulation of this alkaline 
starting solution through the plant, the cleaning, 
disinfection, and indicator agent according to the 
present invention is admixed to the starting 
solution flowing out ... 




[0061] Since because ofthe yellowish color, 
cleanliness of the plant may not yet be discussed, 
1% ofthe agent according to the present invention 
is again added to the tank. 




[0064] During the circulation of this starting 
solution (temperature 60° C), the cleaning, 
disinfection, and indicator agent according to the 
present invention is admixed in the solution flowing 
out. 






Claim 2, dependent from Claim 1: 




... collecting the alkaline cleaning 
solution, after the cleaning run, in 
an alkaline solution container for 
reuse. 


Not explicitly disclosed, but collecting the alkaline 
cleaning solution, after the cleaning run, in an 
alkaline solution container for reuse is a standard 
procedure in the industry. 






Claim 3, dependent from Claim 2: 




... introducing the indicator agent 
used into the alkaline solution 
container. 


Not explicitly disclosed, but implicit in the 
procedure disclosed in US 2007/0102665 A1, as 
has to be added to make up for the amount of 
indicator agent that has been consumed in the 
previous cleaning operation. 






Claim 4, dependent from Claim 1: 




... introducing the indicator agent 
into the installation after the last 
cleaning step. 


[0061] Since because ofthe yellowish color, 
cleanliness of the plant may not yet be discussed, 
1% ofthe agent according to the present invention 
is again added to the tank. 






Claim 5, dependent from Claim 1: 




... introducing the indicator agent 
into the installation before a 
sterilization step. 


Not explicitly disclosed, but implicit in the 
procedure disclosed in US 2007/0102665 A1; also, 
this limitation is obvious to persons skilled in the 
art since the introduction of an indicator agent after 
the sterilization step could render the installation 
unsterile. 



15 

402701557vl 



Application No. 10/578,593 

Amendment dated May 18, 201 1 

Reply to Nonfinal Office Action dated February 18, 201 1 



Docket No.: 085523-0381 114 







Claim 6, dependent from Claim 1: 




... and determining a change 
brought about by the indicator agent 
by means of a monitoring device. 


see support for disclosure in Fischer, Claim 7 






Claim 7, dependent from Claim 6: 




... color value detector ... 


[0054] ... The color value may again be 
ascertained with the aid of visual observation or 
mechanically and automatically with the aid of 
photometric in-line measurements. 




Claim 9: ... and the cleaning progress is tracked by 
ascertaining the intensity ofthe light emitted in the 
violet wavelength range by the solution. 




Claim 12: The method according to claim 11, 
wherein the 

cleaning progress is additionally tracked by 
ascertaining the 

intensity ofthe light emitted in the green and/or 
yellow 

wavelength ranges ... 




Claim 14: The method according to claim 9, 
wherein the light 

intensity is ascertained automatically. 


Claim 8, dependent from Claim 6: 




... wherein the change brought 
about is a change in color. 


[0004] ... As will be explained in greater detail, the 
dominance of a hexavalent manganese species 
present in the course ofthe cleaning progress 
results in a green coloration ofthe cleaning and 
disinfection agent, in contrast to the initially violet 
coloration, which is caused by manganese VII. A 
yellow coloration ofthe cleaning and disinfection 
agent, in contrast, indicates the presence of 
manganese (II) complexes and therefore also the 
almost complete consumption ofthe included 
oxidizing agent through strong organic impurities. 
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[0036] ... for example, increased formation of 
manganese (VI) 

will occur. The dominance of the hexavalent 
manganese 

species results in a green coloration of the 
solution, in 

contrast to the initially violet coloration, which is 
caused by 
manganese VII. 




Claim 9: ...ascertaining the intensity ofthe light 
emitted in the violet wavelength range by the 
solution. 




Claim 10: ... ascertaining the intensity ofthe light 
emitted in the green and yellow wavelength ranges 
by the solution. 






Claim 9, dependent from Claim 1: 




... locating the indicator agent inside 
a storage tank. 


[0059] ... For this purpose, a volume of 6000 I of 
water is 

prepared in a tank (e.g., in the CIP tank) in the 
meaning of 

a "batchwise" (discontinuous) method. ... Directly 
before beginning the circulation, the cleaning, 
disinfection, and indicator agent according to the 
present invention is admixed in a concentration of 
1%. Subsequently, a concentration of 
0.50% is set with the aid of the lye (NaOH) ... 
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CONCLUSION 

In view of the above amendment, applicant believes the pending application is in 
condition for allowance. The Director is authorized to charge any fees necessary and/or 
credit any overpayments to Deposit Account No. 03-3975, referencing Docket No. 
085523-0381114. 



Respectfully submitted, 

Dated: May 18, 2011 By: / Raj S. Dave / 

Raj S. Dave 

Registration No.: 42,465 
Attorney for Applicant(s) 

Customer No. 00909 

PILLSBURY WINTHROP SHAW PITTMAN LLP 
P.O. Box 10500 
McLean, VA 22102 
Telephone: 703-770-7900 
Facsimile: 703-770-7901 
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OECD C.CPL.ELIME FOP TESTING OF CHEMICALS 

"Screening Test for Thermal Stability and Stability 
in Air" 

(Accelerated Storage Test {C IP AC Test] - Thermal Analysis 
Mtlh'ids, including differential thermal analysts EDTAJ and 
thermogravimeriic analysis [TCA]) 

1. INTRODUCTORY INFORMATION 

• O '•■ i <i 'i - i :i i » i iii a l i o u 



' S t a n c: a r d d o c u m e n t s 
This Test Guideline is based on the 

- rTPAC-r^i>:ni:iei:d;:H!i:^ Mi Cor lability l.cvring of pesticide^ r,Loi; tiiui: xkiiiL^ fust's: Mid 



2. METHOD 

IV > T ■ n H *> > F - )PE. RELEVANCE. 
APPL < i i ■» lE^T 



...idor roprwida uuidMocc i;i the periOnMKrujL of otl:_'r 



setkods. for jtetsa 
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pase 2 "Screening Test for Thermal Stability and 

Stability in Ail " 



MlJ <r.-J3H[Jc:3ti.jn :<.: li.Asei :«lsJcl',a<U cs lll.iy lie e. 



Definition; a n d u a i t =■ M .2. < ) 



i iv.i:nerm.--i] or ;-uii 



peak - ' de i-cribes a» upward 
I'en j nn; t he j c i! 



>f the iecordir.2. ci: 



.S-.ui;iMitf r;icici]..c MwlaiR^ arc -ies .'.-n-.ho>oj;ii.7ii...:. u-itipMiylxmine am) 
naphthalene. 1 lie™ -nitefance-.. neeo not be employed <n ai£ c;:>e:^ when iLiYe-yi^o.iric. i new 
suh^n. ice. T:iev .tie j»--«.vW-1 pnntn-.ly tl: ucr.lilsn« on o: rhe nietho,-; "i-y :>e perfooned 
from Hole in tii)-,; to cdier die chance re compare the icofe when oriorher -.yetlion is 
applied 
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"Screening Test for Thermal Stability and p;,ge 3 

Stability in Ah " 



• Prineiple of xhe test methods 

Accelerated storage test (CIPACl 

A long iliyaiaffl instability can he s mulsicl by iiffiyMi i haehe, tenferawi 

duraig :; st«rt: u-:. Siicii :. VK-aiiiis icsf t- in die CTT'AC - iec»<:imumUit»»>x i I) 

fur -.lability ;e-e.isiy sd pe sticides. lha-. test csdis hsi die csviisched -hsrae? al 5 1 C to 55"<_' for 
: I I v did ul . y i hi hi iij _ esses a - i t n n. i f 1^ u t > > i Ji i An 
property :>■.-_' roedfine pond beioie surd ahk-i slcrage. 

Tliermal analysis method? 

The sample «si:l die ns-u«I:«U ;v;aici!ca ti»:i-p •• ircbeitvl up !•• rlic fin il tcniycnsaae 
i (l in It- n r- t i : t 1 Hi I T i LIT A i] ) I 

ci ns .i eruiLtiiied avsreni. and die weight shange .sidde ssaiipk o: t:ie qr.aibir.e-s oidiest atjaorded 
■-■I grcea of> are aieaaraed ia 1 recis bed. It; ir; 'hi rei nj:^ ■ ame; n;;£e lavestigared. peaks are 
observed from which a di:: i:;:i] .enetori of the ssmrac can be deduces!, the theivusd analysis, 
-.houk: he repealed ir. die :iiiii:-ediaie sienna, of the yeah temperature . 

• Quality criteria 

/■dost .!t"hllt '_ 

DTA and TGA are veed-h-iic-a-p irednids tea det.e miainy thermal ■■•rjhil.ty or chemical 
cniiil-iiuik :'Ree Ncctara on aecsuacy. below). 

sraodviars 

The sej-iaiteetre of fhe medvd r-. deieraened by rile acnsuiviTy ot rise iienstuemettt 
s.yyaialiis; ; ei [■ li ; ituelit type) and da. Its: c.inhtisnt^ 

Po siibilit) of s tandardisation 

StMrl-T.dia.i.tiiaa of the test condition tea theiraat analysis is dese: died by McAdie i 
Possibilit,: of automation 

There is sma possibility to: aiitciiiation. 
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"Screening Test for Thermal Stability and 
Stability in Air" 



B. DESCRIPTION OF THE TEST PROCEDURES 

* Aeceleiared storage test 

(based on CIPAC - Te&ft 

- Ov«n, tl:ertiioalaric.ai;Y c*im>l»e<l 

Sample container?. yd^O-ml beakers, alass bodies, serjisbte ampoijlerd 



Place 20 g c<i rlic sainpie m bottle. If tkc soa'daiic;. is vdstilc place in a scalable 
ampoule. Ware;- s a mi nted rut -■:!,. snbl be used tesr annosp bene. Sea; tlie sample eorb.-i'.rier 
hermetically and keep it iie tii± even a! ?? + ei foi 14 days.. Aemove tbe ■_ ample ecntaine; 
from tiro ovem eo-ai dowis te ivuai teiii.ocis.uirc. and determine by a sidnible mediost (ear. 
deteiimmuisn olinebnii: poniii vdioifter decssiiovsiiior >.>: oibei dRiuk-i lr;iU'*k*J!Siti'.>ii litre 
occ Hired 

• P i f f s r e a 1 1 « 1 t h e 1 m a 1 a a a 1 y s i ? (JZI&i and 

d iffer eat i a t scanning c a 1 o r i in e t r y fDSCi 



DiA or DSC appara-uv of commercially available type (Block diagram of DTA 
apparatos figure f) 

H«;:l Aon and-encasr-' compeni-aiodntenaus my boll be applied f-t soialik sai.oSsnce:. 
an spparadis should be -amiable iv-cb sllooo inessiirciueoi- to be perno'ined v.iih clo-cd 
sample containers or -in-let eleva-ed press-.g-e 



S.atnpleco.-ruuers of different btinf- tuav beiv-ed 1 q?=n or sealed e:ao. tubes metal par;--,, 
or pressure resident crucibles. For measurements under osrsaeu-coiimhuiia atiuospae:e only 
open 

Tlie lest aurosplier-. i- (as mirc-acn -and ;b : air. Wii-.ii an is med liic aanrd. ; ■-p.il! in an 
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"Screening Test for Thermal Stability and 
Stability in Air" 




Aaiineii reference -,i*yjMic* i.- relet -eJ which tinder-Leer no -Wronger iir tlie tempet attire 
icgion employed I hernial conductivity \in-i hcai capacity of ike mer; reioicncc >;nipiie diotdd 
be nearly equal to tiio-re of the sample to be 'invert ig ore el In many terror, ahaitirifiiiTi oxide ir. a 



Ssnrpka ol about 5 to 5b irig rax wciaticd and cko.ed m the r-atnple container. Hie 
heating rote rhoirld he i:r the ranae ot 2 to or Kanm. At first a FJTA diagram i tor example oee 
Figure 2; of tire r.ub-rtance at r.orni-r.I preo.-ttre ir recoidect. 

If a thermal titer; la peak) i--; found iretv.ee;: room renperar.it'e ano I'-Ody . one proceeds 

3= fcifloWS". 

(a) Wlien ike peril-; ir. due to .in c.abiicimic oiTecl. it it- ast-mncd lo be a. beconiporotiou. 

(b'i When tire peak ir duo to nil omlodicnnic effect, die temperature a: winch li occurs shouid 
be compared to the meitine -pant of tlie substance. 
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page 6 "Screening Test for Thermal Stability and 

Stability in Air" 



Figure 2: DTA curve 



10 
s 

"J -5 

-10 



0 100 200 380 400 



T (°C) 

T : temperature of Uie reference substance. 
AT : fenipeiamre difference between >:nxtple and reference subsnuice. 

(e) If ti'ie peak is cine w an endothernnc effect which is not related to the melting of the 
substance, the DTA should be repeated at a higher pressure ■ .10-50 bar's or in a closed 
sample container. If the peak is shifted to a higher temperature, it conies from a. 
vaporisation process. 

(d) I h tfiei i e i! i J heating 

cycles are earned out around the peak temperature. If the peak does not persist a 
chemical transformation has occurred 




TGA Appai r s , * i iriiioit desis a * l nnieieial i liable b pe. alio v-iig for 
_r ^ i t i m m md n ii lien irm -j.heie D . nun tn. 1 -t*. t he apparatus 
Figure 3.) 
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"Screening Test for Thermal Stability and 
Stability in Air" 



Figure 3: Diagmrrtmaric. structure of a FGA apparatus 




SG 



KZ) 



W Balance 1 
P Sample 



Test conditions 



ND Zero detector 

MS Magne! coil (weight eoritpetisation; 

SO Control unit 

TP Temperatiae programming 



The test atmosphere is isomiali ! . i gen r.bb n Fo r mg - iation tabilin 
air is used as atmosphere. 



sample of about 10 to? nig eate g ind i b i am ami -he veigiit lo»s 

is recorded. The heating rate should be ii- the range of 2 ?o 20 K-'min. A weight loss which does 
nut originate from volatilisation of the substance is considered us a decomposition. 

If a decomposition o observed at tsmperafsaes below 1 W-<' ths rate of dscompositioss 
can be determined by isotherniic nsastiremeiita. 



3. DATA A N D 

Inteipretatio 



tEFORTING 

of results 



The substance is considered to be stable at. room temperature if either 
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"Screening Test for Thermal Stability and 
Stability in Air" 



a) in the "Accelerated St.oraae Te« (ClPAC-JtitV' the melting point for another 
characteristic property i has. remained constant or if the content or' onsm.U sxstetaiies as, 

1 inai It iecrc I by not more in j ei cent. 

b) in DTA or TGA n< dec nipositi n >r chemical mi < I below 150"« 
* Test i e p o r t 

The test repot! dioald contain the follovtiuB iiitoiiriaiinn: 

Accelerated ntttage »u 

- Method of determination of a chemical transformation 

- Change of a typ properr cntagc c ton jft« 14 tie> storage 

Thermal analysis 

- Type of apparatus employed 

- Prelinimai treatment s £ the >ampte 

- Precise information on iefere:ice and test substances 

- Toapciatie-e range invc:digarcd. rated tompc- afore mcrca.se. lomperafuio spec ideations for 
isolhennal pioceditre 

- Quantity of substance 

- i v mpi sitr port! f the test tin sphere 
Type of otniple container 

- t hange-s obse - ed on the ire red - i * Ui . met after testing 

- Tetupeiafiue of beginning chemical nansfoirnaoon 

- Conditions deviating from this method 

- Where possible, report nanare or decomposition products 
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